
231

Food and Drug Administration, HHS § 522.1010

For veterinary use only. Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.
Women of childbearing age,
asthmatics, and persons with bronchial
and other respiratory problems should
exercise extreme caution when han-
dling this product. In the early stages,
women may be unaware of their preg-
nancies. Fluprostenol is readily ab-
sorbed through the skin and can cause
abortion and/or bronchiospasms. Direct
contact with the skin should therefore
be avoided. Accidental spillage on the
skin should be washed off immediately
with soap and water.

[44 FR 52191, Sept. 7, 1979, as amended at 47
FR 22092, May 21, 1982]

§ 522.1002 Follicle stimulating hor-
mone.

(a)(1) Specifications. Each package
contains 2 vials. One vial contains dry,
powdered, porcine pituitary gland
equivalent to 75 units (NIH–FSH–S1) of
follicle stimulating hormone. The
other vial contains 10 milliliters of
aqueous diluent.

(2) Sponsor. See 059521 in § 510.600(c) of
this chapter.

(3) Conditions of use. (i) Dosage. 12.5
units of follicle stimulating hormone
twice a day for 3 days (a total of 75
units). To effect regression of the cor-
pus luteum, prostaglandin should be
given with the 5th dose.

(ii) Indications for use. For induction
of superovulation in cows for proce-
dures requiring the production of mul-
tiple ova at a single estrus.

(iii) Limitations. For intramuscular
use in cows that are not pregnant and
have a normal corpus luteum. Federal
law restricts this drug to use by or on
the order of a licensed veterinarian.

(b)(1) Specifications. The drug is a
lyophilized pituitary extract material.
Each 10-milliliter vial contains an
amount equivalent to 50 milligrams of
standard porcine follicle stimulating
hormone and is reconstituted for use
by addition of 10 milliliters of 0.9 per-
cent aqueous sodium chloride solution.

(2) Sponsor. See 063112 in § 510.600(c) of
this chapter.

(3) Conditions of use. (i) Dosage. Cattle
and horses, 10–50 milligrams; sheep and
swine, 5–25 milligrams; dogs, 5–15 milli-
grams.

(ii) Indications for use. The drug is
used as a supplemental source of fol-
licle stimulating hormone where there
is a general deficiency in cattle,
horses, sheep, swine, and dogs.

(iii) Limitations. Administer
intramuscularly, subcutaneously, or
intravenously. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[58 FR 47377, Sept. 9, 1993, as amended at 62
FR 62242, Nov. 21, 1997]

§ 522.1004 Fomepizole.
(a) Specifications. Two vials, one con-

taining 1.5 grams fomepizole (1.5 milli-
liter of 1.0 gram fomepizole per milli-
liter sterile aqueous solution), and one
vial containing 30 milliliters of 0.9 per-
cent sodium chloride injection USP (as
a diluent).

(b) Sponsor. See 062161 in § 510.600(c) of
this chapter.

(c) Conditions of use in dogs—(1)
Amount. 20 milligrams per kilogram
initially, 15 milligrams per kilogram at
12 and 24 hours, and 5 milligrams per
kilogram at 36 hours.

(2) Indications for use. As an antidote
for ethylene glycol (antifreeze) poison-
ing in dogs who have ingested or are
suspected of having ingested ethylene
glycol.

(3) Limitations. Administer intra-
venously. For use by or on the order of
a licensed veterinarian.

[61 FR 68147, Dec. 27, 1996]

§ 522.1010 Furosemide injection.
(a) Specifications. Each milliliter of

sterile solution contains 50 milligrams
of furosemide as the diethanolamine
salt.

(b) Sponsor. See No. 012799 in
§ 510.600(c) of this chapter for use in
dogs and cats as in paragraph (c)(1) of
this section, horses as in paragraph
(c)(2)(i) of this section, and cattle as in
paragraph (c)(3) of this section. See
Nos. 000010 and 000864 in § 510.600(c) for
use in horses as in paragraph (c)(2)(ii)
of this section. See No. 000010 in
§ 510.600(c) of this chapter for use in
dogs as in paragraph (c)(1) of this sec-
tion.

(c) Conditions of use—(1) Dogs and
cats. (i) It is used for the treatment of
edema (pulmonary congestion, ascites)
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associated with cardiac insufficiency
and acute noninflammatory tissue
edema.

(ii) The drug is administered
intramuscularly or intravenously at a
dosage of 12.5 to 25 milligrams per 10
pounds of body weight; once or twice
daily after a 6- to 8-hour interval. The
lower dosage is suggested for cats. The
dosage should be adjusted to the indi-
vidual animal’s response. In refractory
or severe edematous cases, the dosage
may be doubled or increased by incre-
ments of 1 milligram per pound of body
weight to establish the effective dose.
The established effective dose should
be administered once or twice daily on
an intermittent daily schedule. Diu-
retic therapy should be discontinued
after reduction of edema, or when nec-
essary, maintained after determining a
programmed dosage schedule to pre-
vent recurrence.

(2) Horses. (i) It is used for the treat-
ment of edema (pulmonary congestion,
ascites) associated with cardiac insuffi-
ciency and acute noninflammatory tis-
sue edema.

(a) Administer intramuscularly or in-
travenously at 250 to 500 milligrams
per animal once or twice daily at 6- to
8-hours intervals until desired results
are achieved.

(b) Do not use in horses intended for
food.

(ii) It is used for treatment of acute
noninflammatory tissue edema.

(a) Administer intramuscularly or in-
travenously at 0.5 milligram per pound
of body weight (1.0 milligram per kilo-
gram); once or twice daily at 6- to 8-
hour intervals.

(b) The dosage should be adjusted to
the individual’s response. In refractory
or severe edematous cases, the dosage
may be doubled or increased by incre-
ments of 1 milligram per pound of body
weight to establish the effective dose.
The established effective dose should
be administered once or twice daily on
an intermittent daily schedule, i.e.,
every other day or 2 to 4 consecutive
days weekly. Concurrent therapy for
treatment of systemic conditions caus-
ing edema (pulmonary congestion, as-
cites, cardiac insufficiency) should be
instituted.

(3) Cattle. (i) It is used for the treat-
ment of physiological parturient

edema of the mammary gland and asso-
ciated structures.

(ii) The drug is administered
intramuscularly or intravenously at a
dosage of 500 milligrams per animal
once daily or 250 milligrams per animal
twice daily at 12-hour intervals, treat-
ment not to exceed 48 hours
postparturition.

(iii) Milk taken during treatment
and for 48 hours (four milkings) after
the last treatment must not be used for
food.

(iv) Cattle must not be slaughtered
for food within 48 hours following last
treatment.

(4) The drug if given in excessive
amounts may result in dehydration
and electrolyte imbalance.

(5) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

[40 FR 60051, Dec. 31, 1975, as amended at 41
FR 10426, Mar. 11, 1976; 48 FR 36572, Aug. 12,
1983; 49 FR 26715, June 29, 1984; 53 FR 40727,
Oct. 18, 1988; 62 FR 35076, June 30, 1997]

§ 522.1020 Gelatin solution.
(a) Specifications. It is sterile and

each 100 cubic centimeters contains 8
grams of gelatin in an 0.85 percent so-
dium chloride solution.

(b) Sponsor. See No. 000856 in
§ 510.600(c) of this chapter.

(c) Conditions of use. (1) It is used to
restore circulatory volume and main-
tain blood pressure in animals being
treated for shock.

(2) The exact dosage to be adminis-
tered must be determined after evalu-
ating the animal’s condition and will
vary according to the size of the ani-
mal and the degree of shock. A sug-
gested dosage range for small animals
such as dogs is 4 to 8 cubic centimeters
per pound body weight. The suggested
dosage range for large animals such as
sheep, calves, cows, or horses is 2 to 4
cubic centimeters per pound of body
weight. It is administered intra-
venously at a rate of 10 cubic centi-
meters per minute in small animals
and 20 to 30 cubic centimeters per
minute in large animals. The solution
is administered aseptically and must
be between 50 to 70 °F. when injected.

(3) A few animals will exhibit signs of
allergic reaction. This solution can
cause transient reversible nephrosis.
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